
1 Becton Drive 
Franklin Lakes, New Jersey 07417 
tel: 201.847.6800 
www.bd.com 

July 6,200 1 

Docket # 98NO377 
Food and Drug Administration 
5630 Fisher’s Lane 
Room 1061 
Rockville, MD. 20852 

Indispensable to 
human health 

Regarding: Catalog #442000/44200 1 Becton 
procedural tray for recovery and culture of 

Blood Culture Procedural Tray, A 

The product for which we request exemption is a convcni blood culture bottles, 
SAFETY-LOKTM blood collection set, tourniquet, gloves, b es and gauze. The kits include two OTC 
drug products, PERSISTTM swab stick (Povidone Iddine 0.75 km prep) and Alcohol prep pad (70% 
isopropyl alcohol), provided in unit packages wi$m the kit. tended use of the product is to facilitate 
the collection of blood samples by the phlebotomrst at the p collection. Devices and drugs are 
packaged as a single product, and sold to hospitals, clinical ries, doctor’s offices and other clinics, 
where sampling is required prior to assessing the specimen 

21 CFR 20 1 requires that OTC drugs have specific /labeling, 
retail package, or on the immediate container if thep is no o 
ordinarily sold to consumers or to hospitals in mult~+nit pat 
20 1.66 labeling on the outside of the package. However, B 
individual packages per case of the alcohol unit packages 
BD places two of the Alcohol and one of the Povidbne 10 
unit packages of drug are not labeled.as ,required b$2 1 CFR 
A) contains the brand name and quantity of each;component 
Povidone Iodine swab. In addition, the>labelmg of ihe conve 

outside container or wrapper of the 
package. BD receives product that is 
with the appropriate 2 1 CFR part 

the product in bulk format (SO00 
bulk packaging for the iodophore). 

packages in each convenience kit. The 
20. However, the kit label (see Appendix 

the drugs, Alcohol prep pad and 
s consistent with 21 CFR 809.10 for 

in vitro diagnostic devices. 

(1 BD wishes to obtain a waiver Tom the format and content ‘req ll irements in 20 I.66 (c) and (d) for the 
outside package of this convenience kit. 

I 
Additionally, BD wishes to continue to use 
which is not compliant with any of the format 
specific content requirements as stated in 20 1.66 
f?om these requirements. (See Appendix B ‘for a 

BD believes that this request for exemption is reasonable, as t ‘e requirement for consumer labeling on a 

i- 
product intended for professional use only is inappficable and practical. 

The requirement is inapplicable, because the B 
consumers, and the regulation is directed to 
as Alcohol’prep pads and Povidone Iodine 
itself is only intended for professional use, 
extremely low. 

intended to be sold over-the-counter to. 
While it is possible that products such 
by non-professionals, the procedural kit 
lay use of this combination product is 

1:. The regulation does not appear to be such as convenience kits 
sold exclusively to health care settings by health care 
professionals.. 



The Agency, in its preamble stated that ’ 
improve readability by familiarizing co 
product and the location of the inform 

at would significantly 

mation in OTC drug 

cate and read important 
health and safety information and allo 
March 17, 1999). Further, the regulati 
respondents in 8 geographically 
904 respondents) in support of 

ctive product comparisons”. (64 FR 13254, 
ies (Study A, conducted on 1202 
alls the US, and Study B, conducted on 

dies were conducted on consumers at malls. 

the ordinary individual under 
the ordinary individual empl 

nce kit is not sold to consumers, and it 
malls or pharmacies. In general, buying 
anizations or group purchasing 
cific hospital requirements, including kit 

alth care professionals to collect 
likely to be understood by 

use”(2 1 USC 352(c)), because 
phlebotomist or an RN. The 

ordinary individual charged with 
label. 

who will never see fie 

kits, or to make allowance 
was extensive, no mention 
OTC drugs in either the 
type, does not appear to 
rule (62 FR 9024, Fe 
Since these products 
consumer OTC drugs, they should have b 
was intended to cover them. If FDA inten 

containing OTC drug products as 

ify OTC drugs contained in convenience 
comment on this regulation and its scope 
ts such as convenience kits containing 

combination product, and others of its 
regulation was published as a proposed 
when the final regulation was published. 
a completely different manner than 

proposed regulation if the regulation 
to’ convenience kits containing 

ssential element of the issues involved. 

The requirement iis’ impractical. 

1. 

2. 

3. 

With respect to requiring the kit label to co&in the ” 
201.66, this is impractical, as it would require additi 
component of the kit on the kit packaging. The drug 
products supplied in the kit as previously noted. C 
components ‘and their quantity on the kit label. For c 
for use, these are providedin the package insert that 
CFR 809.10(b). Use of the Povidone Iodine swab to 
of an Alcohol1 pad post phlebotomy is a procedure c 

” label specified in 2 1 CFR 
e labeling specific to the drug 

y one component of the collection of 
the practice is to list all the 
nts requiring additional instructions 
anies the product as required under 2 3 
a site for sampie collection, and use 

nly known to the health care 
professionals employing the kit, per 2 1 CFR 116. 

With respect to requiring the unit package o&he drug 
in 2 1 CFR 20 1.66, this is also impractical, I as the prod 
therefore the product would have to be re-packaged 
operation would add considerably to the expense of 
the prospective user. The user would not see such la 
at which point he/she is committed to employ th 
as “For External Use Only” already exist on the 
required by 21 CFR part 201 subpart A . As BD 
product never sees the label, so it cannot be a varta 

ntain the “Drug Facts” label specified 
s not provided with such a label, and 

led to provide such labeling. This 
without improving information to 

ey had opened the kit package, 
Warnings specific to the product such 

do other components of labeling 

Safety Data Sheet (MSDS) by 
By OSHA regulation (HAZCOM), the 



~ user site would be required to train all nersonnel on 
MSDS Manual for use by personnel in’tbe case of 2 
the MSDS is more extensive than that re@ired by 2 
information more valuable to the user pnor to use a 

BD, therefore, requests exemption from all the form2 I 1 
the convenience kit label and the unit package label. 

it and c( 1 1 

We have included the current label and labeling fo 
C and D. If you have any questions regarding this I 
847 4122. (email anna~longwell@bd.com~. 

he kit ar 
3missiot 

Sincerely, 

Vice President Regulatory Affairs 
BD Medical Systems 
BD 
1 Becton Drive 
Franklin Lakes, NJ 074 17- 1880 

te hazards of the product and maintain a 
emergency. The information contained in 
CFR 20 1.66, which would make this 
n the case of an emergency. 

cent requirements in 2 1 CFR 20 1.66 for both 

for the kit components in Appendices A, B, 
please do not hesitate to contact me at 201 

i. 
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Cat.’ No. 442OOfl 
Blood Culture Procedural Tray 1 20 Kits 20 Kits 1 - 
!%b.Ue. Vi&- Aersbis/Anaembic. Fortbe culture and recovery of micmorganfsms from blood. 

rmnhre Procedural Tray 1 Procedural Tray 1 20 Kits 20 Kits 
store: 20 - 25”%. store: 20 - 25% 
This Product Contains Dry Natural Rubber. 
t%ItiOn: This Product Contains Natural Rubber Latex Which May Cause An Allergic Restinn. 
p vitm Diagnostic 

I lSAC~E~l!!&& + ._.._ LC- -c .:,.- L?ACTEdM WTICIIO BACTEdM l.YtICIio 
Anaerobic/F Medium Anaerobic/F Medium 
20 Vials - An ml. each 20 Vials - An ml. each 

20 Glovss, Large (Latexfree) 
20 Elastic Bandages @alexFree) 
40 Gauze Pads (2) 
20 Instruction Sheets 
20 Specimen Collection Gags 
1 BACTEC PLUS/F 
1 BACTEC LYTliX 
2 Quality Control G 

‘r liter of processed water: 

Package Insert 
Off Package Insert 
ertiticates 

Amount added per liter of processed water: 
27.5 g Soybean-Casein Digest Brom; 2.0 g 
Yeast Extract; 0.5 g Animal Tissue Digest; 2.0 
g Dextrose; 0.35 g Sodium Polyanethokul- 
fonate: 1.0 g Thiols; 1.0 g Sodium Pyruvate; 
0.2 g Sodium Citrate: 0.005 g Hemin; 0.0006 
g Menadione; 0.1 g Antifoam; 2.6 g Sepcnin. 
See Package insert (PP-108) for Directions. 
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‘I 
APPENDIX 

I 
LABELS, DRUlG PRt 

BACfEC BLOOD ( 
PROCEDPRAL 

DUCTS IN 
JLTURE 
‘RAY 



Distributed in Canada by: I 
Bacton Dickinson Canada Inc. ( 

! 

Label - Front and Back Persist Povic 

Iodine with alcohol 

4 022133l 

!EcllONst 
coded ca: 

ImIng: Ke 
rch of chil 
stion, seek 
Lf a POlSOI 
ntains alcc 
ire at roon 

me lodi 

NDC 59407-6401-1 

MfopenwithatwisLPreP 
terinsetionsite. Alloti todty. 

fhfs and all dnrgs out of fhe 
#n. ’ in case of accidental In- 
Dfeklonal assktance’or con- 
:ontrol Center fmmedk3tely. 
11 which Is flammable until dry. 
!mperature. 

? Prep 
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ALCOHOL ~ 
PREP PAD 

I 

DIRECTIONS: ApdlV IaCaliY as fleede . 
WARNING lftakdn MemaRy, serio s gastric 
disturbanceswillresult u 
CAUTION: In cod of deco or punct& wounds or ._ 
serious bums, consuR 
.welling or pain pars1 d 

liysician 
s or incre 

,OCUIR, discotiirye use and an 
lbapthlsandalld outofr 
In case ef accidenta T irwtio 
as&tancoorc&tactaPoko 

Label - Front and back alcohol prep pad 

kppendixf3 Pagesof 



APPENDIX 

LABELS, DEVICE P 
IN BACTEC BLOOD 

PROCEDbRAL 

/ 

.I. 

ODUCTS 
:ULTURE 
‘RAY 

.- -: 



..- ~----. . ..“. J.- ..“A> ..-..-. 
j--5znq (&)& [-I 

.3NI 3mlm 
Caution: The Packaging Of This Product cbntains 
Rubber Latex Which May Cause Allergic f&actions. 

IsTERrlE Cfooa l=dlq 

i 

Label Bandage 

.I 

i 

‘( 
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(0.8x 19mmx304.8mmlm 

Unit& de pr&lvement 
Equip0 de ada cl611 1 
para extraccf P 61 de san 
Escalpes paia coi+ta d 
*-7F~Dq 3-f29i 1 

Sterile l Usf be and D, 
lVon~riKeep Awa) 

Becton Dicldnson VACUTAI 
Eecton Dickln~on and Corn1 
Rank/in Lake& New Jersey’ 

Made in USA/. 

LOT: U,t= l-3 1 
! 

Label - Blood collection set Label - Blood collection set 

Wmbw 
PI 7281 
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Procedurtil qb; 
BAC7’EC Blood C$t 

I 
WARNING: 

STEP 1 1 Skin ~Prebal 
l Open the PERSIST;TM packag 

and twisting. 
1 

l Leave the package/over the 6 
covered with solution. 

V I 

1 
I 

STEP 3 - Preeare ‘BA . 
l Remove flip-off caps from f3Al 

l Wipe tops of vials with si 
I i 

gle 

. Mark BACTEC 

in 

3 il 
1 ;e n 

b !n 

t for Use with 
e Procedural Trays 

all items contaminated with blood or other bodily fluids. 

ng evidence of contamination, damage or deterioration; 
saction to iodine (see Step 1 below). 

ion 
y tearing completely through at the side notches 

of the swabstick to prevent gloves from becoming 

he intended venipuncture site, working in a circular 
trea of 2-3 inches in diameter. 

1. 
!a after cleansing. 

‘EC vials 

32 culture vials. 

,hol swab and allow to dry. 

at desired fill level. 

-7 

L-001810 (A) 

Appendix D Page 2 of 11: 



1, STEP 3 - P&pare; VA UTAINER” SAFETY-LOK” Blood Collection Set 
rre blood collection set. 

set into VACUTAINER holder. 

l Peel apart package a ‘d rer 
l Thread the Luer, end a f tubi 

l Remove sheath icovering nc Ile at wings. 

STEP 4 - Cdllec~ Blc 
l Perform venipuncture ~ y ho 

safety shield. 
’ b 

l Select aerobic bottle first. l- 

1 

Id Sample 
ig wings as shown. DO NOT hold by grasping the yellow 

d the bottle upright. 

tolder over top of vial to puncture septum. 

!I on vial label. Monitor to ensure proper blood flow and fill level. 

ediately push and hold holder onto second vial. 

!I on second vial. Remove holder from vial. 
luired from patient, additional tubes may be drawn at this time 
4 

t 
?E 

I 

1 1 

?e 
r ‘c 
Ir 

STEP 5 - Rebovk nE dle from venipuncture she 
the tourniquet. 
ture site by grasping the wings and gently pulling. DO NOT 
safety shield. Cover the puncture site with a sterile gauze pad 

Withdraw the 

l Continue to care for toll 

frasp either wing with one hand and grip the yellow safety 
d. Slide the wings back into the rear of the safety shield 
at the needle is retracted completely and locked in place. 

n Care 
:ollected, remove iodinefrom around the collection site 

ite following guidelines recommended by your institution. 

STEP 7 - Label vials 

jatient demographic. DO NOT write ‘on or place any labels 
as this is used by the instrument to process the specimen. 
lip into specimen biohazard bag for transport to the laboratory. 

Id 

i 
ri 

4FETY-LOK Blood Collection set into the nearest sharps 
al and institutional regulations. DO YOT disassemble the 

I 
als in appropriate waste container and wash hands. 

TECHNICAL SUPPORT: 
For information’or assistance, 
ia0 toll-free 800:638-8663 
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,@ BD BACTEci” I- ‘; ’ ~-‘--- .-’ --- 

Plus Aerobic/F* and Plus Anherqbi F* Culttire Vials 
Soybean-Casein Digest Broth ~ 

I I 
I 

Plus Anaerobic/F (pr&duced enriched soybean. 
BACTEC brand fluorescent series instrirments. 

INTENDED USE 
BACTEC Plus Aerobic/F and Plus AnaerobidF 
sample volumes results in overall higher detec- 

SUMMARY AND EXPLANATION OF THE TEST 

PRINCIPLES OF THE PROCEDURE 
! 
I 

metabolize the substrates 
BACTEC fluoresc$nt series 

if the vial is positiye, i.e., that 

REAGENTS 

Processed Water 
Soybean-Casein Digest Broth 
Yeast Extract 

2.75% w/v j 
0.25% w/v 

Animal Tissue Digest 
Dextrose 0.06% k/v 0.25% WI” 
sucrose 0.084% WI” 
FrUCtOSe 0.25% w/v 
Arginine 0.25% w/v 
Hemin 
Menadione 

: 

Pyridoxal HCI (Vitamin 86) 
Thiols 
Sodium Citrate 
Potassium Phosphate 
Sodium Polyanetholesulfonate (SPS) 
Nonionic Adsorbing Resin 
Cationic Exchange Resin 

0.05% WI” 
16.0% w/v 

i.O% WI” / 

0.16% w/v 
0.02% wfv 
0.24% w/v 
0.05% WI” 

16.0% w/v 
1.0% w/v 

All BACTEC media are dispensed with added CO,. Anaerobic media are pre 
ed to meet specific performance requirements. 

ensed with CO, and N,. Composition may have been adjust- 

WARNING 
The prepared culture vials are for in vitro diagnostic use. 

This Product Contains Dry Natural Rubber. 

Pathogenic microorganisms including Hepatitis B Virus and Human 
Precautions”4.5 should be followed in handling all items contaminajed wi 

ncy Virus may be present in specimens. “Universal 
or other body fluids. 

STORAGE INSTRUCTIONS 
Stcre in a cool, dry place (2O - 25°C). out of direct sunlight. 



a difference in fluorescence. 

If at the end of the testing period a negative vial appears $sually 
it should be subcultured and Gram-stained and treated as j presu 

Positive vials should be subcultured and a ‘+m-stained slide prep 
be made to the physician. Subcultures to selective media and a pre imina 
BACTEC vials. 

For maximum yield of isolates, negative 

QUALITY CONTROL 
DO NOT USE culture vials past their expiration date. 

Aerobic Media Organisms 

Organism 

* 
e of contamination. The recommended specimen volume is 8 - 10 mL. It is 
side. Most commonly, a 1Occ or 2Occ syringe with a-LUER-LOK brand tip is 
,nd a VACWAINER’M Brand Blood Collection Set, VACUTAINERTM SAFEM-LOKTM 
e and tubing set (direct draw), carefully observe the direction of blood flow 
, so the user should monitor the volume collected by means of the 5 mL gradua- 
w should be stopped by crimping the tubing and removing the tubing set from 
vill not be as great as with larger volumes. Also. other considerations must be 
ens of the Procedure). The inoculated BACTEC vial should be transported to the 

ia i 

1 
lit 
.” e 

,cks, contamination. excessive clbudiness, and bulging or indented septums. 
th alcohol (iodine is NOT recommended). Aseptically inject or draw directly 
fery will not be as great as with larger volumes (see Limitations of the 
I the BACTFCfluorescent series instrument as soon as possible for 
rnent has been delayed and visible growth is apparent, it should not be 
Ibcultured, Gram-stained and treated as a presumptively positive bottle. 

aes for the duration of the testing protocol period. Positive vials will be 
ch (see BACTEC Fluorescent Series Instrument User’s Manual, MA-0074). The 
tive vials, however,the BACTEC fluorescent series instrument can determine 

e.. chocolatized blood, bulging septum. lysed and/or very darkened blood), 
itive. 

great majority of cases, organisms will be seen and a preliminary report can 
lirect antimicrobial susceptibility test may be prepared from fluid in the 

Id place an alcohol wipe over the septum. To release pressure in the vial, 
:ohol wipe and septum. The needle should be removed after the pressure is 
drawal of the needle should be done in a straight-line motion, avoiding any 

d/or subcultured at some point prior to discarding as negative. 

n the appropriate manner. 

Control Certificates list test organisms, including ATCC’” cultures specified 
Media. The range of time-to-detection in hours was < 72 hours for each of 

Neisseria meningitidis 
ATCC 13090 
Haemophilis influenzae 
ATCC 19418 
Streptococcus pneumoniae* 
ATCC 6305 
Streptococcuspyogenes 
ATCC 19615 
Pseudomonas aeruginosa * 
ATCC 27853 

ATCC 18804 / 
Staphylococcus aLre”s 
ATCC 25923 i 
Escherichia co/i I 
ATCC 25922 I 
Alcaligenes faecalis 
ATCC8750 

! 

Anaerobic Media Organisms 

Organism 

Clostridium histolycum 
ATCC 19401 
Clostridium perfringens 
ATCC 13124 
Bacteroides fragilis* 
ATCC 25285 

i d Streptococcus pnpmoni e* 
ATCC 6305 
Escherichia co/i / 
ATCC 25922 j 
Staphylococcus airreus 
ATCC 25923 1 

Bacteroides vu/g&us I 
ATCC 8482 I 
*NCCLS Strain 

Manual (MA-0074). 

RESULTS 
A positive sample is determined by the BACTEC fluorescen?series i 
vial. See the BACTEC Fluorescent Series Instrument User’s qanual ( 

BACTEC’M Plus 26 and Plus 27.6 

lrough the use of a positive and negative vial test. The positive vial should 
:0/i or 5taphylococcus aweus. This vial and an uninoculated vial should be 
d as positive by the instrument within 72 hours. The negative control vial 
rse storage or shipping conditions prior to receipt in your laboratory. If 
ltil you have contacted Technical Services at l-800-638-8663. 

xtrument. refer to the BACTEC Fluorescent Series Instrument User’s 

and indicates the presumptive presence of viable microorganisms in the 

iCTEC radiometric and nonradiometric systems.lJ.3 Seeded laboratory studies 
in media BACTEC Plus AerobiclF and Plus Anaerobic/F to nonradiometric 
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LIMITATIONS OF THE PROCEDURE E I 

Contamination 

positive reading, but will not indicate a relevant clinic 
collection and jnoculation into the BACTEC vial. A contaminated sample will give a 

Such a determmatlon must be made by the user based on such factors as type of organ- 

Recovery of SPS Sensitive Organisms Fro4 Blood Sampl I 
Because blood can neutralize the toxicity of SP$ towarq organ@ sensitive to SPS. the presence of maximum volumes of blood (8 - 10 mL) ,.en help to 
optimize recovery of these organisms. To enhance the growth (mf SPS sensitive organisms when lers than 8 mL of blood is inoculated, additional whole 
human blood may be added. 

Antimicrobial Activity 
Neutralization of the antimicrobial activity by resins vari s depe ding 
additives should be considered in appropriate situations as an e 

,ii 

upon dosage level and timing of specimen collection. The use of supplementary 
ample, the addition of penicillinase when p-lactam therapy is being employed. 

For information on antimicrobial agents neutralijed by B CTEC r sins, contact the BOB Technical Services department,at the toll free number listed below, 

Recovery of Streptococcus pneumoniae 
In aerobic media, 5. pneumoniae will typically b$ visualI rument positive, but in some cases no organism will be seen on Gram stain or recov- 

the organism can usually be recovered by performing an aerobic subculture of the 
II under anaerobic conditions.8 

General Considerations 
lower volumes may adversely affect recoveryandlor detec- 
Blood may contain antimicrobials or other inhibitors 

when certain organisms are present which do not pro. 
has occured before placing the vial into the system. False positivitv mav occur 

when the white blood cell count is-high. : ,- .L 

Due to the nature of biological materials in medie. hetent organism variability. the u&r should be cognizant of potential variable results 
in the recovery of certain microorganisms. 

REFERENCES L I 

1. Wallis, C. et al., Rapid isolation of bacteria frgm by use of an antimicrobial agent removal device. J. Ctin. Microbial. 1980, 
11:462-464. 

2. Applebaum, P. C. eta/., Enhanced detection c!f h a new BACTEC-resin blood culture medium. J. Clin. Microbial. 1983, 17:48-51. 

3. Jungkind, D.L. et&., Evidence for a second michanis n of resin in BACTEC NR16A aerobic blood culture medium. Abstracts of the Anneal 
Meeting of Amer. Sot. for Nlicrobiol. 1989. , 

4. Recommendations for preventing transmissior\ of Virus and Hepatitis B Virus to patients during exposure-prone invasive 
procedures. MMWR 1991. Vol. 40. No. RR-8. j 

5. Bloodborne Pathogens. Code of Federal Reg&tions, 1 

6. Data available from E&on Dickinson Microbibtogy Sy 

7. Balows, A. et al., Manual of Clinical Microbiolbgy. 5th 

8. Howden, RJ.. J. Clin. Path. 1976, 2950-53. 

‘itle 

ten 

i 

d., 

BACTEZ VACUTAINER, SAFETY-LOK AND LUER:LOK ar 
ATCC is a registered trademark of the America& Type ( 

I 

Becton, Dickinson and Company 
7 loveton Circle 
Sparks, Maryland 21152 U.S.A. 
800-638-8663 

[REP] BENEX Limited 
Bay K la/d, Shannon Industrial Estati. 
Shannon County Glare. Ireland 
Tel: 353-61-47-29-20 
Fax: 353-61-47-25-46 

29, 1910.1030, FGderal Register 1991. 56:64175 - 64182 

15. 

Am r. Sot. Microbial., Washington, D.C., 1991. 

arks of B&on, Dickinson and Company 

3 
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@BD BACTEC’“’ ~ 
LYTICII 0 AnaerlpbidF Culture Vials 

PP-108E 
2001/01 

with CO,) are for anaerobic blood cultures. Principal ure 

SUMMARY AND EXPLANATION OF THE TEST 

PRINCIPLES OF THE PROCEDURE 

into the BACTEC brand fluorescent series instiument for incubation and 
s in CO, produced by the growth of microorganisms. The sensor is moni- 

which is proportional to the amount Of CO, pP3ent. A positive reading indi. 
n is limited to microorganisms that will grow in a particular type of medium. 

If microorganisms are present in the test sample in 
present in the vial. Increases in the fluorescence of 
series instrument. Analysis of the rate and amount 
positive; i.e., that the test sample contains viable 6 

al. CO, will be produced when the organisms metabolize the substrates 
e higher amount of CO, are monitored by the BACTEC brand fluorescent 
BACTEC brand fluorescent series instrument to determine if the via\ is 

List of Ingredients 

active ingredients prior to processing: 

e prereduced and dispensed with added CO, and N? Composition may have been 

WARNING 
Precautions: in vitro diagnostic. 

This Product Contains Dly Natural Rubber. 

lmmunodeficiency Virus may be present in specimens. “Universal Precautiom”lz 
s contaminated with blood or other body fluids. 

Prior to use, each vial shoutd be examined far &d&e of c/ amage. contamination or deterioration. Vials displaying evidence of damage or contamina- 

SPECIMEN COLLECTION 

PROCEDURE 
Remove the flip-off cap from BACTEC vial top and inSped 
NOT USE if any defect is noted. Before inoculating. swab 

I I I 
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.-x . . . _ _I~,_,/.~_* i_c( 

aw directly 8 - 10 mL of specimen per vial. If sample volumes of 3 - 4 ,,,L 
of the Procedure). Inoculated anaerobic vials should be placed in the 

n and monitoring. If placement of an inoculated vial into the instrument 
e BACTEC brand fluorescent series instrument, but rather it should be Sub- 

erobidF Medium. The blood will appear chocolatized or very dark initially. jf at 
erved to have a bulging septum. it should be subcultured. Gram-stained or treat. 

twisting motions. 

nor maximum yield of isolat 

!n a great majority of cases, organisms will be seen and a preliminary report can 
nary direct antimicrobial susceptibility test may be prepared from fluid in the 

and place an alcohol wipe over the septum. To release pressure in the vial, insert 
hol wipe and septum. The needle should be removed after the pressure is 

withdrawal of the needle should be done in a straight-line motion, avoiding any 

cultured at sOme point prior to discarding as negative. 

The range of time-to-det 

Clostridium perfri’ngens ATCC’13124 
Streptococcus pneumoniae* ATCC 6305 

l NCCLS Strain 

rganisms listed on the Quality Control Certificate for thlis medium: 

Bacteroides vulg+n ATCC 8482 
Staphylococcus awe”5 ATCC 25823 

hrough the use of a positive and negative vial test. The positive vial should 
taphylococcus aureus. This vial and an uninoculated vial should be 
sitive by the instrument within 72 hours. The negative control vial 
age or shipping conditions prior to receipt in your laboratory. If 

ia until you have contacted Technical Services at 1-800-638-8656. 

series instrument, refer to the BACTEC Fluorescent Series Instrument User’s 

EXPECTED RESULTS I 
Seeded culture studies were performed using in&urn lev’ Is 
strains. The following is a list of organisms which &ere det ct< 
Culture System within a five (5) day period. 

Bacteroides asaccharolyticus Clostridium jerf r ing e! 
Bacteroides fragilis Enterobactei cloacac- 
Bacteroides ovatus Enterococcu? faecalk 
Bacteroides thetaiotaomicron Escherichia c&i 
Clostridium histolyticum FusobacteriJm nucle 

KlebsieNa piieumoni 
tur 

ted at 10 to 50 CFU per culture vial of a combination of ATCC and wild microbial 
positive in BACTEC LYTrUlO Anaerobic/F medium by the BACTEC 9000 Series Blood 

Clostridium novyi 
b 
e 

PERFORMANCE CHARACTERISTICS 

’ s 
In an external Z-site clinical study comparing the performa ce 
Anaerobic/F blood culture medium a total of ZWZ(paired ia!s 
medium was 0.1%. The false negative rate was 0.4%. 

-feptostreptococcus anaerobius 
Peptostreptococcus asaccharolJ&us 
feptostreptococcus magnus 
feptostreptococcus prevotil 
Propionibacterium acnes 
Staphylococcuk aweus 

Staphylococcus epidermidis 
Streptococcus pneumoniae 
Streptococcus spp. (grp. A) 
!&i/lone/la pan43 

TABLE 1: Clinical Study Isolate Recovery - Media Type 

Organism Recovered in &TlC/l~ Anaerobic/f 

AnaerotYes 71 ~ 
Gram Negatives 

Gram Positives 

. ..’ 20 

8 

Yeast 

Jlat c 

List of organisms recovered in BACTEC LYTIWO dnaembi 
Adnetobacter baumanii Fusoba teri 
Bacteroides caccae 1 

IF n 

Klebsi f/a p 
Eacteroides f&/is peptos rept 
Candida glabrata 

t Prevotella 5 
Nostridium hastiforme Proteuk mir 
Clostridium species Pseuddmon 
Enterobacter cloacae Salmdella 
Enterococcus faecalis L 5errat, ma 
Escherichia co/i Staph&co< 

le BACTEC LYTlUlO Anaerobic/F blood culture medium to the BACI’EC Standard 
2 evaluated. The false positive rate for BACTEC LYTlUlO Anaerobic/F blood culture 

s recovered by media type. Of these, 122 (58.9%) were judged to be clinically sigoifi- 
d in both media, 36 [ZS.S%) were recovered in the BACTEC LYTIUlO Anaerobic/F 
CTEC Standard AnaerobiclF blood culture medium only. The average time to detec- 
as 13 hours while the average time to detection for the BACTEC Standard 

” Recovered in Standard Anaerobic/F Onlv Recovered in BOTH 

5 2a 

1 47 

0 0 

I: 

pecies 
noniae 
cus micros 
‘Z 

Staphylococcus coag. negative 
Streptococcus alpha (not D or pneumoniae) 
5-WeptOCQCCUS ent~~OCOCCU5 

Streotococcus Group B 

!ruqinosa 
IP B 
ens 
I”reu.5 

_ 

Stie~tococcus Grout C 
Streptococcus pneumoniae 
Streptococcus species 

2 
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LIMITATIONS OF THE PROCEDURE 
I 1 

Contamination 

Recovery of SPS Sensitive Organisms from 6101 
Because blood can neutralize the toxicity of SF’S b 
is a benefit in the recovery of these organisms. To 
whole human blood may be added. 

Some fastidious organisms, such as certain Hae 
imen. If the blood specimen volume is 3.0 mL c 
Fastidious Organism Supplement or whole hun 

Non-viable Organisms 
A Gram-stained smear from culture medium rn 
immersion oil, glass slides, and specimens used 
ture medium or in media used for subculture. I 

General Considerations 
Optimum recovery of isolates will be achieved I 
detection times. Blood may contain antimicrob 
may result,when certain &ganiSms are present 
before placing the vial into the system. False pr 

REFERENCES 

1. Recommendations for preventing transmis 
procedures. MMWR 1991, Vol. 40, No. RR-f 

2. Bloodborne pathogens. Code of federal Rt 

3. Balows, A. et al., Manual of Clinical Microt 

BACTEC. BD, VACUTAINER, SAFETY-LOK ANt 
ATCC is a registered trademark of the Amer 

Becton. Dickinson and Company 
7 Loveton Circle 
Sparks. Maryland 21152 U.&A. 
8006388663 

IREPI BENEX Limited 
Bay K la/d, Shannon industrial f 
Shannon County Claw, Ireland 
Tel: 353-61-47-29-20 
Fax: 353-61-47-2546 

in0 
(r le 
\al 

&ions, Title 2 

3gy. 5th ed. A 

1 m 

! 
9. I me 

icar 

is ! 

JER-La 

1 TYPO 

1te 

are lkUi 

unodeficiency Virus and Hepatitis B Virus to patients during exposure-prone invasive 

‘art 1910.1030 Federal Register 1991.56:64175-64182 

r. Sot. Microbic&, Washington, DC, 1991. 

rdemarks of B&on, Dickinson and Company 
:ollection. 
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BACTEP PLUS” 
AEROBIC/F MEDIUM 

MILIEU BACTEP PLUS”” 
AEROBIC/F 

BACTEP PLUS” 
AEROBIC/F MEDIUM 

TERRENO DI COLTURA 
BACTEt? PLUS”” AEROBIC/F 

MEDIO BACTEP PLUS” 
AEROBIC/F 

‘ere tested in the Oualily Control Laboratory by 
rocedures conventionally utilized lor this type of 
roducl. including methodology and control ATCC@ 
ullures soectlied in the NCCLS standard, Oualify 
Issurance for Commercially Prepared Microbiofo- 
ricaf Cuffure Mediat, and met the following lest 
aramelers. 

onl 616 lest& dans le Laboralolre de Conlrdle de. 
Qualit6 par h methodes conventk~rmlleni+nt utill&e.s 
pour ce type de produll incluanl la methcdologie et 
les cultures de conlrdle ATCC’ splci!i6es dans 
t’tYalon NCCLS, 0uafilyAsxuancu /or Commefc/a/fy 
Prepared M/crobfo/og/ca/ Cuflura !&d/at, et onl 
satislail aux paramklre$ sulvanls : 

im Qualll~lskonlroll-labar nb Mr diwen Medientyp 
gebr&chlichen Verlahcen und mit den Methoden 
und ATCtF Konbollkulluren des NCCLS-Standards 
Quall~y Assurance /or CommfffclaNy Prepared 
Mlcrobiologlcal Cuffura &&at geteslet wurden 
und die folgenden Testparameter edtllllen: 

Sono stall lestall presso /I Laboratorio di Controllo 
Qualitk secondo Ie procedure convenzionahnente 
utitizzale per quest0 llpo di prodotto comprese la 
metodologia e le wlture di cunlrollo ATCC%pecitical.e 
nelta nonna NCCLS, Ouafirj&urancs /or Commsr- 
ciaffy Prepared Mfcfobio/ogfca/ Cufhfre &d/at, e 
the lali csmpionl hanno soddisfallo I seguenti 
parametri di tesl: 

se han analizado M el Lamorio de control de cali- 
dad mediarite. 10s pruxtiiitios que nomralmzntese 
UlitiZan para Mte tip0 de produclos. incluyendo la 
melodologla y 10s cullivos de control ATCFJ especi- 
kados en la nomg par NCCLS, Ot.ufify Auvmnce 
for Commercfaffy Prepved Mkrobiofogicaf cuffum 
M&t. Y que han salisfecho 10s partimelros de 
analisis ciladas a cnnlino&rx 

IH: 1.2 * 0.2 ptt: 7,2 * 0.2 

:lerillzalion: Sl6dllrallon ; 
he prodiicl was exposed lo a moist heal sleriliza- Le produil a U expos.4 a un praeessus de sl~rlllsa- 
ion process (previously validated following an lion par chaleur humide (valid6 aupsravant selon 
~4Ml guideline+). une dir&e de l’AAMI+). 

pH: 7,2 * 0,2 

S!srlllratlon: 
Dar Produtd wurde durch leuchles Erhitxn derilisierl 
(bereils frtther nach fiichllinlen der AAt&+ valldierl). 

pH: r,2 * 0,2 

Sterlllznzlona: 
II prodollo b state solloposto ad un process0 dl 
steriliuazlone a cslore umldo (precedenlemenle 
coivalldato in segilto ad una direlliva delrAAMI+). 

pH: 7.2 * 0.2 

Eslsrlllracl6n: 
El producto fue sometido a un proceso de esteriliza- 
cidn medianle calor hOrneda (validado anteriomxnte 
Conlorme a las normas de la AAMl+). 

llolo9lcat performance: 
izslii~ln~rowlh~ 

’ Afcdfryenes faecalisATCC@ 8750 
CandIda albicans ATCF 18804 
EscberichiacofiATCC"25922 
Haen?ophifus inffuanzae ATCC@ 19418 
Neisseria mengilidis ATCF 13090 

‘Pseudomonas aeruginosa ATCCQ 27853 
Slapnyfococcus aureus ATCC” 25923 

‘Sfrepcoi~~ccus pneumoniae ATCF 6305 
S. py~yenes Group A ATCC@‘19615 

Rendernerd blologlqua : Bloloplschss Varhaltan: 
Graissannfatisfalsaole+~ ulriedenstellemi~Wztt3~m: 
Afcaffgenas feecafis ATCC@ 8750 Afcaffgenes f&d/is AlCF 8750 

Cancida a/b/cans ATCC@ VX04 CaMa a!bicans ATCP 18w)4 
Eschm c&&q,/ f&q&q&g 
Haemophffus idfwmaaATCC@'19418 Haemop%rdfuenaae ATCP 19418 
Neisserfa mengfffdfs ATCC@ 13090 Nelsserla mengifidis ATCO 13090 

‘Pseudomonasaeruginosa ATCIY 27053 l PseudomonaswNgfnOm ATCP 27353 
Sfaphyloc~us auraus ATCCQJ 25923 

‘Sfrepfocoxuspneumonias ATCF 6305 
Sfaphyflacoccu aureus ATCF 25923 

S. pyogenesgroups A ATCC@ 19615 
‘Slreplococcus pneumoniae ATCC’ 6305 
S. pyopenesGruppe A ATCC@ 19615 

Pmalazioni blolo#lcha: 
Cresclta soddlstacente: 
Afcafigexms kaf/s ATCF 8750 

fkmophffus inffuenzae ATCC@ 19418 
Neisxeria mangifitis ATCF 13090 

‘Pseudomonas eerupfnosa ATCO 27053 
Slaphyflococcu aufeus ATCC” 25923 

‘Shapftocaccupneumoniae ATCC@ 6305 
S.pyogenesgruppoAATCCQL19615 

l3sndimlsnteblol6gico: 
Crtimienlo satts&ztorii:~ 
Afcdfi++xs faxafis ATCF 8750 
Candida afbims ATCP 18804 
Bcherichia co/i ATCW 25922 
Haanmphffus influenae ATCP 19418 
Neisserfa mengifidis ATCC” 13090 

‘Pseudomonasaamginosa ATCF 27353 
Sfaphylcconus aureus ATCP 25923 

‘Sfrepfococcus pneumoniae ATCF 6305 
S. pyopenes grupa A ATCCW615 

Antimicrobial Removal: 
Salisl~zlory 

The balcn record has been reviewed and approved, 
which veIllies that the lot was formulated and pro- 
cessco within the established specifications for this 
prQdUCI. 

‘NCCLS Slramf swche/Slammf ceppoicepa 

Elimination dss agents antlmicroblanr : 
Salislalsanle 

Cenregislremenl du lol a 616 revu et approuvd, cerli- 
fiant que le lot a 416 contu el trail6 selon les spdcili- 
cations Blablies pour ce produit. 

Ellmirlerong anflmlkoblellsr Agentian: 
Zuirisdenslellend 

Das Chargenprolokoll wurde UbsrprtJt und genehmigl. 
Oadurch wlrd besl8igt, da0 die Charge gemafl den 
fesfgeleglen Produktspezifikationen formuliert und 
verarbeltet rmrde. 

Ellmlnazlona dl agent1 antlmlcmblci: Ellmlnacidn de sostanelar anllmlcmblanar: 
Soddisfacenle Salislactoria 

La documenlarione di partita b stala esaminata ed 
approvala, verificando the il loll0 B stat0 formulato e 

Se ha revisado y aprobado el regislro de loles, II 

lrattato in contormit& alle specifiche slabilite per 
que veritica que el lole lue lormulado y procesadc 

quest0 lipo di prodotto. 
COnfOrme a tas especilicaciones eslablecidas par; 
este produclo. 

Lot I Ch.-6. / Lotto I Lote: 

EECTON OICKINSON’DIAGNOSTIC INSTRUMENT SYSTEMS 
NCCLb publcallon M2?-A, Villanova. PA. 

EXP. /Per. / Vetw tils / Scad. / Cad.: 

BECTON DICKINSON AND COMPANY 
BeeIon Dlcklnron Dlagnalle Inslnmsdl Svrfcmr 
7 Loveton Circle, Sparks. Maryland 21152 US A. 
Call loll Iree: 60%6SB-6656 (including MO andcanada) 

Canada: llaclon Dlcklnron 
Dla6nosllc ldrlrvmant Srlamt 
6165 Ordan Drlw. Unit 2 
Illississauga, Oolario L5T 2El 
Toll he: 800-666-5470: (905) 564-0260 

Europe: Eaclon Dlcklnron Europe 
B.P. w37 
36241 Meylan Cedex, France 
Telephone: 76 4164 64 BACTEC and BACTEC PLUS are trademarkr of 

Eecton Dickinson and Company. 
ATCC is a trademark of the American Type Culture Callecdon. 

Made in U.S.A. PP-089A 
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nrs 1s lo certdy that representative samples of Cccl cerlilie que des pr6sents dchanlillons de type Hiermitwird txscheinigt, dag reprasentatlve Proban von Si certifica the campiooi rappresentativi del Se certirica qe le muestras representativas del 

BACTEC"LYTlC/lO MlLlEUBACTEC'LYTlC/lO BACTEC"LYTIC/lO TERRENO DICOLTURABACTEC" 
ANAEROBIC/F MEDIUM ANAEROBIC/F ANAEROBIC/FMEDllJM 

MEDlOBACTEC~LYTlC/lO 
LYTIC/lOANAEROBIG/F ANAEROBIC/F 

rem tested in the Duality Control Laboratory by 
lrocedures convenlionally utilized for this type of 
Iroduct. including methodology and control ATCCm 
ultures specilied in the NCCLS standard, Qua/iry 
lssurancc lor Commercialy Prepared Microbiolo- 
/ical Culhua Medial. and mel the following test 
rarametgs 

ont 616 test& dans le laboratoire de Contr4te da 
Oualile par l?s methodes conventionellement utilisCs 
pour ce type de produit incluant la m6thodologie et 
les cultures de contr6le ATCC@’ sp6cifh?es dans 
latalon NCCLS. 0rhz//(e&rrrarh?e for Commercially 
Prepared MicrobIological Culture Mediat, et ont 
satislait aux paramlres suivants : 

im DualitNskontroll-Labor nach Klr diesen Medienlyp 
gebrkuchlichen Vedahren und mlt den Methoden und 
ATCC@ Kontrollkutturen des NCCLS-Standards 
Duality Assurance /or Commercially Prepared 
Microb~o/og/ca/ Cu/fure Me&T getestet wrden und 
die lolgenden Testparameter erfgllten: 

Sono stab testati press0 il Laboratorio di Controlto 
Dualita second0 le procedure convenzionalmente 
utilizzate per quest0 tipo di prodotto comprese la 
metodolcgia e le colture di controllo ATCC%pecificate 
nella norrna NCCLS, Oua/i!yAssuntnce /or Commer- 
cialy Prepared,M/crob/o/ogiM/ Cullura MediG, e 
the tall camploni hanno soddisfatto i seguenti 
parametri di test: 

se han analizado en el Laboratorio de Control de Calit 
dad mediante 10s prccedimientos que norrrralmente se 
utitizan para este tip0 de produclos, incluyendo la 
metcdologla y 10s cuttivos de control ATC@ especi- 
licados en la norrna par NCCLS, Ouariry Awrxce 
for Commercially Prepared Microbiokgicaal Culfura 
Mediat, y qua han satisfecho 10s paramelros de 
analisis citados a continuacidn: 

IH: 7.2 * 0.2 pli : 7.2 * 0,2 pH: 7,2 * 02 pH: 7,2 *0,2 pH: 7,2 * a,2 

ileritizalion: 
-he prodocl uias exposed to a moist heat steriliza- 
ion process (previously validated lotlowing an 
WMI guidelrne*). 

lacuum draw: 
I 10 mt al time of manulacture. 

llologlcal Perfornranea: 
jatislactory growth: 

8. vulgarus ATCF 3432 
Closrridium hisrolyticum ATCC@ 19401 
C. pedrmgens ATCF 13124 
Escherrchia co/i ATCC@ 25922 
S/aphylococcus aureus ATCCe 25923 

‘Streptococcus pneumoniae ATCC” 5305 

St6rlllsatlon : 
Le produit a et6 expos6 a un processus de sNrilisa- 
lion par chaleur humide (valid6 auparavant selon 

-we directive de I’AAMI~). 

Prdlllveinenl eoof vide : 
5 10 mL au moment de la fabrication, 

Rendemeid biiloglqie : 
Croissance satisfaisante : 

E. wl~b/s ATEC’ 9492 
Closlridium histohlkum ATCV 19401 
C. perfringens AT&$13124 
Fschericbia co// ATCC@ 25922 
Slaphyloccwsaureus ATCC” 25923 

‘Streptococwspneumoniae ATCCW 6305 

Slerlllaation: 
Des Produktwurde durch leuchtes Erhltzen sterilisiert 
(bereits fdther nach Richllinien der A.AMI+ validiert). 

Evakulerter Luftvolumen: 
2 IO mL zum Zeitpunkt der Herstetlung. 

BlOlOQlSChes Verhalten: 
Ztdriedensteltendes Wachslum: 

u.rfafMnqylnJ- 
8. wlgalus ATCC@ 9482 
Closhidium /r/sfolylicum ATCC@ 19401 
C. perfr!ngensATCC~ 13124 
Escherichia co/i ATCC@ 25922 
tiphylocucwsaureus ATCC@ 25923 

‘Sbeptococcuspneumon/aaATCC* 6305 

Starlli7zarione: 
II prodotto e state sottoposto ad un process0 di 
steriliizazione a calore umido (precedentemente 
convalidato in seguito ad una direttiva dell’AAMI*). 

Prellevo soliD woto: 
2: 10 mL alla fabbricazione. 

Prestazloni biologiche: 
Crescita soddisfacente: 

Closfridium histolyficum ATCF 19401 
C. perlrrngens ATCC@ 13124 
Escherchia co/i ATCC@ 25922 
Sla,ohy/ocoecus aureus ATCC@ 25923 

‘Slreplocows pneomoniaeATCC@ 6305 

El product0 fue sometido a un prccaso de esteriliza- 
Cidn mediante calor hlmedo (validado anteriormente 
conforme a las normas de la A&@). 

Racoglda por weio: 
2 10 mL al momento de la fabricacibn. 

Rendtmlento blol6gice: 
Crecimiento satislactorio: 
TBaneroroes nagufs ATE%285 
6. w/@sfusATCC”&%2 
Closhidum histo/ydcum ATC@ 19401 
C. perfrirrgerrsATCC@ 13124 
Escherichia co/i ATCF 25922 
Slaphylocrxcrrsarrrws ATCF 25923 

‘SrreprococcuspneumorriaeATCF 5305 

The batch record has been reviewed and approved, 
which veuhes that the lot was lormulaled and pro- 
cersed wlhin the established specifications lor this 
product 

Cenregistrement du lot a dtd rew et approw?, certi- 
liant que le lot a ete congu et traite selon les spkili- 
cations lablies pour ce produit. 

DasChargenprotokolt wrde Uberprtlft und genehmigt. 
Dadurch wird bestktigt. dag die Charge gem% den 
leslgeleglen Produktspezilikationen lormuliert und 
verarbaitet wrde. 

La doeumentazione di partita b stata esaminata ed 
approvala. verilicando the il lotto b stat0 formulato e 
trattato in conlormita alle speciliche stabilite per 
quest0 tipo di prodotto. 

Se ha revisado y aprobado el registro de lotes. lo 
que verifica que 81 late fue lormulado y prozesado 
conlorme a tas especificaciones establecidas para 
este prod& 

‘NCCLS Pixn ~sauche/Siamm/cepoo/cepa 

tNatloaJl Cnmmreee rer Clinical Laboralory Standards, Dec. 1990. 
Ouaii:y isurance lor Commercially Prepared Microbfological Cullwe Media. 
NCCLS publrmrion M22-A, villanew. PA 

BECTON DICKINSON DIAGNOSTIC INSTRUMENT SYSTEMS 

Lot X I Ch.-B. / Lotto NP / Late N? 

EXP. I Per. /Vera. bis /Scad. /Cad.: 
MM1 simdard ST25. Arlington. VA. 

BECTON DICKINSON AND COMPANY 
Bsaon Dicklmon giepnmllc lnmmmsnl svrtsms 
7 Loveton Circle, Sparks, Maryland 21152 U.S.A. 
Call toll tree: 800-638-8656 (including MD and Canada) 

Canada: Betion Dlckinsen 
Olapnosllc lnttrumant Spfamr 
e185 Ordan Drive. Unit2 
Mirslswga, Ontario LST2Ei 
Toll free: 800-66&54703 (9%) 564.MS0 

Europe: gedee Dickinson Eureps 
E.P. w 3.7 
38241 Meylan Csdex, Francs 
Telephone: 76 4164 64 BACTEC is a trademark of Beclon Dickinson and Company. 

ATCC is a trademark of the American Type Culture Collection. 

Made in U.S.A. PP-106 
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